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FINAL ACTION 

Status of the Claims 

1. This action is in response to papers filed 14 December 2006 in which Terminal 
Disclaimers were submitted and the previous rejections under 35 U.S.C. 1 12, and 35 U.S.C. 
103 were traversed. 

The previous rejections in the Office Action dated 14 September 2006 under 
obviousness- type double patenting are withdrawn in view of the Terminal Disclaimers. The 
previous rejections under 35U.S.C. 112, first paragraph and under 35 U.S.C. 103(a) are 
maintained. Applicant's arguments have been thoroughly reviewed and are discussed below. 

Claims 60-93 are under prosecution. 

Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

3. Claims 60-93 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 

The Preliminary Amendment submitted 29 April 2004 added new claims 27-59. The 
new claims define the partitions separating the assay locations as "a non-permanent sealant", 
rubber, silicon, petroleum jelly, wax and parafilm*. The specification (page 10, first full 
paragraph) defines the partitions as gaskets e.g. rubber or silicon. The specification further 
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describes non- permanent sealants surrounding the periphery of the chamber to include 
rubber, silicon, petroleum jelly, wax and parafilm (page 21, lines 16-24). However, this 
passage is describing the periphery of the chamber and not the partitions between assay 
locations as newly recited in independent Claims 60, 71 and 83. While the specification 
describes assay location partitions as gaskets, rubber and silicon (page 10), the originally filed 
specification does not provide support for the partitions as instantly claimed. 

MPEP 2163.06 notes "If new matter is added to the claims, the examiner should reject 

THE CLAIMS UNDER 35 U.S.C. 1 12, FIRST PARAGRAPH - WRITTEN DESCRIPTION REQUIREMENT. IN RE 

Rasmussen, 650 F.2D 1212, 211 USPQ 323 (CCPA 1981)." MPEP 2163.02 teaches that 
"Whenever the issue arises, the fundamental factual inquiry is whether a claim defines an 
invention that is clearly conveyed to those skilled in the art at the time the application was 
filed... If a claim is amended to include subject matter, limitations, or terminology not present in 
the application as filed, involving a departure from, addition to, or deletion from the disclosure 
of the application as filed, the examiner should conclude that the claimed subject matter is not 
described in that application.'' MPEP 2 163.06 further notes "When an amendment is filed in 
reply to an objection or rejection based on 35 u.s.c. 112, first paragraph, a study of the 
entire application is often necessary to determine whether or not "new matter" is involved. 
Applicant should therefore specifically point out the support for any amendments made to the 
disclosure? (emphasis added). 

Response to Arguments 

4. Applicant traverses the above rejection and cites page 10, lines 1-24 for supportive 
teaching of "non-permanent sealant". The passage and Applicant's comments have been 
considered but are not found persuasive to overcome the above rejection. The examiner 
agrees that the cited passage and specification teach numerous means for separating the assay 
locations. However, neither the cited passage nor specification teaches "non-permanent 
sealant" separating assay location. Furthermore, the specification does not teach or provide 
any guidance what is encompassed by the "non-permanent sealant" as claimed. Therefore, 
the specification does not convey to one skilled in the art that the inventors, at the time the 
application was filed, had possession of the claimed invention. 



The rejection is maintained. 
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Claim Rejections - 35 USC §103 

5. The following is a quotation of 35 U.S. C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or 
described as set forth in section 102 of this title, if the differences between the subject 
matter sought to be patented and the prior art are such that the subject matter as a whole 
would have been obvious at the time the invention was made to a person having ordinary 
skill in the art to which said subject matter pertains. Patentability shall not be negatived by 
the manner in which the invention was made. 

6. Claims 60-93 are rejected under 35 U.S.C. 103(a) as being unpatentable over Felder et 
al (U.S. Patent No. 6,232,066 filed 2 July 1998) in view of Walt et al (U.S. Patent No. 
6,023,540, filed 14 march 1997). 

Regarding Claim 60, Felder et al disclose a composition comprising substrate 
comprising a surface having first and second assay locations wherein the assay location have 
discrete sites comprising microspheres with bioactive agents (wells or dimples, Column 6, lines 
38-51) and wherein the locations are separated by a partition comprising a non-permanent 
sealant (Column 5, lines 38-42). (i.e. physical barrier, Column 5, lines 19-28) wherein the 
microspheres are randomly distributed (Column 8, lines 39-42). Felder et al further teach the 
composition wherein the substrate comprises a plurality of depressions (e.g. dimples Column 
6, lines 38-51) but they are silent regarding the dimples being configured to contain a single 
microsphere. However, microsphere-configured depressions were well known the in art at the 
time the claimed invention was made as taught by Walt et al. 

Walt et al teach a similar composition comprising first and second subpopulations of 
microspheres randomly distributed on an array of wells (depressions) wherein the wells are 
configured to contain a single microsphere (Column 12, lines 42-45). Walt et al further teach 
that the configuration important for ensuring that light from each microsphere and reactions 
occurring on the microsphere are individually detected (Column 11, lines 59-67). It would 
have been obvious to one of ordinary skill in the art at the time the claimed invention was 
made to apply the substrate configuration of Walt et al to the dimpled substrate of Felder et al. 
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One of ordinary skill in the art would have been motivated to do so based on the importance 
taught by Walt and for the expected benefit of ensuring detection of individual microsphere and 
reactions occurring on the microsphere as taught by Walt et al (Column 1 1, lines 59-67). 

Regarding Claim 61, Walt et al illustrate the substrate wherein substantially all the 
depressions include a microsphere (Fig. 7B). 

Regarding Claims 62-63, Felder et al disclose the substrate is transparent for optical 
detection (Column 5, lines 5-10) but does not specifically teach an optical fiber. However, Walt 
et al teach the similar device wherein the substrate is preferable an optical fiber whereby 
microsphere are optically coupled to the detector (Abstract). It would have been obvious to one 
of ordinary skill in the art at the time the claimed invention was made to apply the optical fiber 
of Walt et al to the device of Felder et al for the expected benefit of one-to-one detection of 
individual microspheres and subpopulations via optical fiber and bundles as taught by Walt et 
al (Column 11, line 59-Column 12, line 15). 

Regarding Claim 64, Felder et al disclose the composition wherein the non- permanent 
sealant is silicon or wax (Column 5, line s38-42). 

Regarding Claim 65, Felder et al disclose the composition wherein the substrate 
comprises an overlaying structure (e.g. piece of plastic) to define and fluidly insulate the assay 
regions (Column 5, lines 33-35). This overlaying plastic structure is reasonably interpreted as 
a gasket 

Regarding Claim 66, Felder et al disclose the composition wherein the bioactive agent 
is DNA (Column 4, lines 34-62). 

Regarding Claim 67, Felder et al disclose the composition wherein the substrate 
comprises a microscope slide (Column 5, line 2). 

Regarding Claim 68, Felder et al disclose the composition wherein the substrate is with 
a hybridization chamber (i.e. the plate is covered for hybridization, Column 33, lines 49-52) 
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Regarding Claim 69, Felder et al disclose the composition wherein the substrate is a 
flexible membrane (i.e. nylon or nitrocellulose , Column 5, lines 3-4). 

Regarding Claim 70, Felder et al disclose the composition wherein the first and second 
assay locations are separately enclosed (i.e. the partitioned regions are covered, Column 5, 
lines 19-45 and Column 33, lines 49-52). 

Regarding Claim 71 Felder et al disclose a method of making a composition comprising 
substrate comprising providing a surface forming a plurality of a plurality of depressions (e.g. 
dimples Column 6, lines 38-51) to provide first and second assay locations wherein the assay 
location have discrete sites comprising microspheres with bioactive agents (wells or dimp les, 
Column 6, lines 38-51) and wherein the locations are separated by a partition comprising a 
non-permanent sealant (Column 5, lines 38-42). (i.e. physical barrier, Column 5, lines 19-28) 
randomly distributing the microspheres (Column 8, lines 39-42). 

Felder et al teach the method wherein the substrate comprises a plurality of 
depressions (e.g. dimples Column 6, lines 38-51) but they are silent regarding the dim ples 
being configured to contain a single microsphere. However, microsphere-configured 
depressions were well known the in art at the time the claimed invention was made as taught 
by Walt et al. 

Walt et al teach a similar method comprising first and second subpopulations of 
microspheres randomly distributed on an array of wells (depressions) wherein the wells are 
configured to contain a single microsphere (Column 12, lines 42-45). Walt et al further teach 
that the configuration important for ensuring that light from each microsphere and reactions 
occurring on the microsphere are individually detected (Column 11, lines 59-67). It would 
have been obvious to one of ordinary skill in the art at the time the claimed invention was 
made to apply the substrate configuration of Walt et al to the dimpled substrate of Felder et al. 
One of ordinary skill in the art would have been motivated to do so based on the importance 



Application/ Control Number: 10/638,173 Page 7 

Art Unit: 1634 

taught by Walt and for the expected benefit of ensuring detection of individual microsphere and 
reactions occurring on the microsphere as taught by Walt et al (Column 11, lines 59-67). 

Regarding Claim 72, Walt et al illustrate the substrate wherein substantially all the 
depressions include a microsphere (Fig. 7B). 

Regarding Claims 73-74, Felder et al disclose the substrate is transparent for optical 
detection (Column 5, lines 5-10) but does not specifically teach an optical fiber. However, Walt 
et al teach the similar device wherein the substrate is preferable an optical fiber whereby 
microsphere are optically coupled to the detector (Abstract). It would have been obvious to one 
of ordinary skill in the art at the time the claimed invention was made to apply the optical fiber 
of Walt et al to the device of Felder et al for the expected benefit of one-to-one detection of 
individual microspheres and subpopulations via optical fiber and bundles as taught by Walt et 
al (Column 11, line 59-Column 12, line 15). 

Regarding Claim 75, Felder et al disclose the composition wherein the non-permanent 
sealant is silicon or wax (Column 5, line s38-42). 

Regarding Claim 76, Felder et al disclose the composition wherein the substrate 
comprises an overlaying structure (e.g. piece of plastic) to define and fluidly insulate the assay 
regions (Column 5, lines 33-35). This overlaying plastic structure is reasonably interpreted as 
a gasket 

v Regarding Claim 77, Felder et al disclose the composition wherein the bioactive agent 
is DNA (Column 4, lines 34-62). 

Regarding Claim 78, Felder et al disclose the composition wherein the substrate 
comprises a microscope slide (Column 5, line 2). 

Regarding Claim 79, Felder et al disclose the composition wherein the substrate is with 
a hybridization chamber (i.e. the plate is covered for hybridization, Column 33, lines 49-52) 

Regarding Claim 80, Felder et al disclose the composition wherein the substrate is a 
flexible membrane (i.e. nylon or nitrocellulose , Column 5, lines 3-4). 
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Regarding Claim 81, Felder et al disclose the composition wherein the first and second 
assay locations are separately enclosed (i.e. the partitioned regions are covered, Column 5, 
lines 19-45 and Column 33, lines 49-52). 

Regarding Claim 82, Felder et al the substrate is etched to provide wells (Column 5, 
lines 28-30) and Walt et al define the etched depressions as wells (Abstract). 

Regarding Claim 83, Felder et al disclose a composition comprising substrate 
comprising a surface having depressions thereon (Column 5, lines 28-30) and first and second 
assay locations wherein the assay location have discrete sites comprising microspheres with 
bioactive agents (Column 6, lines 38-51) and wherein the locations are separated by a partition 
comprising a non-permanent sealant (Column 5, lines 19-28) wherein the microspheres are 
randomly distributed (Column 8, lines 39-42). Felder et al further teach the composition 
wherein the substrate comprises a plurality of depressions (e.g. dimples Column 6, lines 38-51) 
but they are silent regarding the dimples being configured to contain a single microsphere. 
However, microsphere-configured depressions were well known the in art at the time the 
claimed invention was made as taught by Walt et al. 

Walt et al teach a similar composition comprising first and second subpopulations of 
microspheres randomly distributed on an array of wells (depressions) wherein the wells are 
configured to contain a single microsphere (Column 12, lines 42-45). Walt et al further teach 
that the configuration important for ensuring that light from each microsphere and reactions 
occurring on the microsphere are individually detected (Column 11, lines 59-67). It would 
have been obvious to one of ordinary skill in the art at the time the claimed invention was 
made to apply the substrate configuration of Walt et al to the dimpled substrate of Felder et al. 
One of ordinary skill in the art would have been motivated to do so based on the importance 
taught by Walt and for the expected benefit of ensuring detection of individual microsphere and 
reactions occurring on the microsphere as taught by Walt et al (Column 11, lines 59-67). 
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Regarding Claim 841, Walt et al illustrate the substrate wherein substantially all the 
depressions include a microsphere (Fig. 7B). 

Regarding Claims 85-86, Felder et al disclose the substrate is transparent for optical 
detection (Column 5, lines 5-10) but does not specifically teach an optical fiber. However, Walt 
et al teach the similar device wherein the substrate is preferable an optical fiber whereby 
microsphere are optically coupled to the detector (Abstract). It would have been obvious to one 
of ordinary skill in the art at the time the claimed invention was made to apply the optical fiber 
of Walt et al to the device of Felder et al for the expected benefit of one-to-one detection of 
individual microspheres and subpopulations via optical fiber and bundles as taught by Walt et 
al (Column 11, line 59-Column 12, line 15). 

Regarding Claim 87, Felder et al disclose the composition wherein the non-permanent 
sealant is silicon or wax (Column 5, line s38-42). 

Regarding Claim 88, Felder et al disclose the composition wherein the substrate 
comprises an overlaying structure (e.g. piece of plastic) to define and fluidly insulate the assay 
regions (Column 5, lines 33-35). This overlaying plastic structure is reasonably interpreted as 
a gasket 

Regarding Claim 89, Felder et al disclose the composition wherein the bioactive agent 
is DNA (Column 4, lines 34-62). 

Regarding Claim 90, Felder et al disclose the composition wherein the substrate 
comprises a microscope slide (Column 5, line 2). 

Regarding Claim 91, Felder et al disclose the composition wherein the substrate is with 
a hybridization chamber (i.e. the plate is covered for hybridization, Column 33, lines 49-52) 

Regarding Claim 92, Felder et al disclose the composition wherein the substrate is a 
flexible membrane (i.e. nylon or nitrocellulose , Column 5, lines 3-4). 
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Regarding Claim 93, Felder et al disclose the composition wherein the first and second 
assay locations are separately enclosed (i.e. the partitioned regions are covered, Column 5, 
lines 19-45 and Column 33, lines 49-52). 

Response to Arguments 
7. Applicant asserts that there is no motivation to combine the references because Felder 
et al teach away from the single-bead-per-well of Walt et al. Applicant asserts that Felder 
teaches at least two anchors per well and hence teaches away from the teaching of Walt. The 
argument has been considered but is not found persuasive because while the cited passage 
discusses anchors, the cited passage does not discuss a relationship between the anchors and 
microspheres such that two anchors are required for microsphere attachment. Felder et al 
clearly teaches anchors are used to attach a microsphere to a test region (Column 8, lines 39- 
42) but does not teach multiple anchors are required for the attachment as asserted. 
Furthermore, as discussed above, Walt et al clearly teach single bead/well and the motivation 
for applying the single-bead format to the array of Felder. 

The rejection is maintained. 



Conclusion 

8. No claim is allowed. 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time policy 
as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1. 136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



10. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to BJ Forman whose telephone number is (571) 272-0741. The 
examiner can normally be reached on 6:00 TO 3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla can be reached on (571) 272-0735. The fax phone number for the 
organization where this application or proceeding is assigned is (571) 273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiiy of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 

Patent applicants with problems or questions regarding electronic images that can be viewed in 
the Patent Application Information Retrieval system (PAIR) can now contact the USFTO's Patent Electronic 
Business Center (Patent EBC) for assistance. Representatives are available to answer your questions 
daily from 6 am to midnight (EST). The toll free number is (866) 217-9197. When calling please have your 
application serial or patent number, the type of document you are having an image problem with, the 
number of pages and the specific nature of the problem. The Patent Electronic Business Center will 
notify applicants of the resolution of the problem within 5-7 business days. Applicants can also check 
PAIR to confirm that the problem has been corrected. The USPTO's Patent Electronic Business Center is 
a complete service center supporting all patent business on the Internet. The USPTO's PAIR system 
provides Internet- based access to patent application status and history information. It also enables 
applicants to view the scanned images of their own application file folder(s) as well as general patent 
information available to the public. 

For all other customer support, please call the USPTO Call Center (UCC) at 800-786-9199. 



BJ Foriffan, Ph.D. 
Primary Examiner 
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